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DETAILED ACTION 

Response to Amendment 

1 . Applicant's request for reconsideration of the finality of the rejection of the last Office 
action is persuasive and, therefore, the finality of that action is withdrawn. 

2. Claims 5, 12 and 14-19 are amended. 

3. Claims 13 and 20-22 are canceled. 

4. The Rejection of claims 20-22 under 35 U.S.C. 1 12, second paragraph has been 
withdrawn in view of cancellation of claims 20-22. 

5. Claims 1-12 and 14-19 are examined on the merits. 

Response to Arguments 

1 . Applicant's arguments filed 02/03/2009 have been fully considered but they are not 
persuasive: 

2. With respect to claims 1,12 and 14, Applicants argue that Boedecker does not disclose 
the claimed invention because the reference disclose the valve body comprising the holes 40 
(Fig. 2) that does not correspond with the limitation "projects a coherent plane" as claimed and 
which has been defined in the Specification as "no material has been stamped, punched or cut 
out, i.e., no material has been removed from within the outer contour of the valve element." 

However, omission of an element and its function is obvious if the function of the 
element is not desired Ex parte Wu, 10 USPQ 2031 (Bd. Pat. App. & Inter. 1989) See also In re 
Larson, 340 F.2d 965, 144 USPQ 347 (CCPA 1965) (Omission of additional framework and axle 
which served to increase the cargo carrying capacity of prior art mobile fluid carrying unit would 
have been obvious if this feature was not desired.); and In re Kuhle, 526 F.2d 553, 188 USPQ 7 
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(CCPA 1975) (deleting a prior art switch member and thereby eliminating its function was an 
obvious expedient). In the instant case if the holes are not desired and are not present , then the 
remaining elements will perform the same function. Therefore the hole can be removed together 
with its function. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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6. Claims 1, 2, 6, 7, and 9-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Boedecker (US 3,965,900). 

6. In Re claim 1, Boedecker discloses an anti-reflux device (Abstract, line 1) comprising: 
a wall 28 (Fig. 2) providing a drip chamber 26 (Fig. 2) which is a valve seat, and a valve element 
34 (Fig. 2) defining an outer contour A (Fig. 2) formed from a sheet-shaped material, said valve 
element including a connection portion B (Fig. 2) and a flap portion C (Fig. 2) defining a 
longitudinal direction extending between the connecting portion and the flap portion, and bores 
48 (Fig. 2) which are retaining means for retaining the valve element 34 with respect to the 
device, said retaining means being integral with the device. The connecting portion B includes 
apertures 40 (Fig. 2) which are engagement means formed integrally with the valve element for 
engagement with the retaining means, wherein the valve element is fully capable of projecting a 
coherent plane (See Col. 2, lines 46-51, 64; Col. 3, lines 7-13). 
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Boedecker does not expressly disclose the valve element projecting a coherent plane. 

Omission of an element and its function is obvious if the function of the element is not 
desired Ex parte Wu, 10 USPQ 2031 (Bd. Pat. App. & Inter. 1989) and In re Kuhle, 526 F.2d 
553, 188 USPQ 7 (CCPA 1975) (deleting a prior art switch member and thereby eliminating its 
function was an obvious expedient). In the instant case if the holes are not desired and removed, 
then the remaining elements will still perform the claimed function. Therefore the hole can be 
removed together with its function. 

7. In Re claims 2 and 10, Boedecker discloses an anti-reflux device (Abstract, line 1) for 
providing anti-reflux in urine (claim 10) drains from the patient's bladder into the bag for 
collection (Col. 2, lines 57-59) what means both the body fluid drainage and sampling system. 

8. In Re claims 6, 7, and 9, Boedecker discloses a device in which said outer contour A 
forms a curve defining a continuously advancing function on a respective side of the longitudinal 
direction (claim 6), and wherein the engagement means 40 are formed within (claim 7) and 
integrally (claim 9) in said outer contour (claim 7) (See Fig. 2). 

9. In Re claim 11, Boedecker discloses the device defining a catheter, a drainage tube 
connected to the catheter, and the connector to the collection bag (Col. 2, lines 54-59). 

In Re claim 12, Boedecker discloses the valve element 34 (Fig. 2) including at least one 
connecting portion B (Fig. 2) and a flap portion C (Fig. 2) and defining a longitudinal direction 
extending between the connecting portion and the flap portion, and with engagement means 40 
(Fig. 2) integrally formed in the valve element (Col. 2, lines 46-51, 64; Col. 3, lines 7-13). 

With respect to the limitation regarding that the valve element including the engagement 
means is manufactured by cutting along a closed line in a sheet-shaped material blank, claim 12 
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is a product-by-process claim, and since the claimed product is fully disclosed by the reference, 
the method of the manufacturing the engagement means imbedded in the claim does not impact 
patentability to the claim. 

10. In Re claims 14 and 15, since the valve element 34 is disclosed as being of sheet-like 
shape and comprising an outer contour in a form of a closed line fully capable of projecting a 
coherent plane, Boedecker discloses a method of manufacturing a valve element having a 
connection portion, a flap portion, and engagement means integrally in the valve element 
comprising the step of cutting the valve element and the engagement means along one closed 
line in a sheet-shaped material blank (Fig. 2). 

11. In Re claim 17, Boedecker discloses the claimed invention discussed above, as 
applied to claim 13, except for the method in which the outer contour is provided by a cutting 
operation such as punching, stamping or die-cutting. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to provide the outer contour by 
a cutting operation such as punching, since it was known in the art that punch is a tool 
for circular or other piercing (See definition in The American Heritage® Dictionary of 
the English Language, Fourth Edition). 

12. In Re claim 18, Boedecker discloses the claimed invention except for the method in 
which the cutting operation is performed in a rolling operation. It would have been obvious 
to one having ordinary skill in the art at the time the invention was made to perform the 
cutting operation in the rolling operation. Examiner takes an Official Notice that 
the the rolling operation has been conventionally used in the cutting process (See 

Fig-)- 
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13. In Re claim 19, Boedecker discloses the claimed invention except for the method in 
which the outer contour is provided by cutting by means of laser, water etc. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made to 
provide the outer contour by cutting by means of laser, since it was known in the art 
that laser has been used for performing the cutting operation, i.e. laser - a device 
that produces a very narrow intense beam of light, which is used for cutting very 
hard materials and in surgery etc. [from /ight amplification by stimulated emission 
of radiation] (See Collins Essential English Dictionary 2nd Edition). 

14. Claims 3, 4, and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Boedecker (US 3,965,900) in view of Morone (US 5,027,754). 

Boedecker discloses the claimed invention discussed above, but does not expressly 
disclose the device, wherein the engagement means are slit-shaped (claim 8) or incision- 
shaped (claims 3 and 4). 

Morone teaches the flap valve wherein the valve element is slit- or incision-shaped 
(since the incision is a variation of slit) (See Fig. 2). 



Application/Control Number: 10/579,770 Page 8 

Art Unit: 3761 




FI&2 

It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to make the valve element of Boedecker slit- or incision-shaped, 
as taught by Morone in order to improve valve element fixation. 

Allowable Subject Matter 

15. Claim 5 is allowed. 

16. The following is a statement of reasons for the indication of allowable subject matter: 
The specific limitations of "a hook- shaped section" are not anticipated or made obvious by the 
prior art of record. For example, the US 3,965,900 teaches a valve element 34 (Fig. 2) defining 
an outer contour A (Fig. 2) formed from a sheet-shaped material, said valve element including a 
connection portion B (Fig. 2) and a flap portion C (Fig. 2) defining a longitudinal direction 
extending between the connecting portion and the flap portion, and bores 48 (Fig. 2) which are 
retaining means for retaining the valve element 34 with respect to the device, said retaining 
means being integral with the device. 

US 5,027,754 teaches the flap valve wherein the valve element is slit- or incision-shaped 
(since the incision is a variation of slit) (See Fig. 2). 
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However US 3,965,900 and US 5,027,754 fail to teach or suggest the specific limitations 
of a hook- shaped section which improves the fixation of the device. 

Conclusion 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ILYA Y. TREYGER whose telephone number is (571)270-3217. 
The examiner can normally be reached on 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 15. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ilya Y Treyger/ 
Examiner, Art Unit 3761 

/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



